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Addressee's fax number: 1-703-30^459 



WORLD INTELLECTUAL PROPERTY ORGANIZATION fWIPO) 
ORGANISATION MONDIALE DE LA PROPRIETE INTELLECTUELLE (OMPI) 



PCT 

(Patent Cooperation Treaty) 

34, chemin des Colombettea - 121 1 Geneva 20 - Switzerland 
Tel (41-22) 338 91 1 1 - Telex 412 912 ompi ch - Facsimile (41-22) 733 5428 
PCT Facsimile (41-22) 740 1435 

Facsimile/Telecopie p r£X£N& 
Date : 29 August 2000 (29.08.00) Fax:1-703-308-6459 

2 9 AUG 2000 

To : Assistant Commissioner for Patents 

In its capacity as Elected Office U^J &Mi 

United States Patent and Trademark Office i-^r-r "M* 1 
Box PCT 



Washington, D.C.20231 
ETATS-UNIS D'AMERIQUE 

Attention: Dan Stemmer, PCT Legal Office 

From : Ting Zhao Telephone: (41-22)338 9749 

Email address: ting.zhao@wipo.int 

Concerns: PCT/EP96/0S846 

Number of pages including cover sheet : 13 
Dear: Dan Stemmer, PCT Legal Office 

As requested by your email of 25 August 2000, enclosed please find copies of the Request Form, Form 
PCT/IB/310 and the IPER. 



With best regards, 




Ting Zhao 
PCT Examination Section 
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PCT/EP96' 6 

International Application Ku. 


REQUEST 


e i 1 DtX 189B /tt V qr ^ 

International Filing Date 


The undersigned requests ihar the present 

international application be processed 
according to the Patent Cooperation Treaty. 


EUROPEAN PATENT OFFICE 
PCT INTERNATIONAL APPUCATtON 
Name of receiving Office and "PCT International Application" 


Applicant's or agent's file reference BSS >001 
(if desired) (12 characters maximum) 



Box No. I TITLE OF INVENTION PRODUCT DERIVED FROM Mil 
BETA CASEIN FROM NON-HUMAN MAMMALS AND RELATIVE USE 



Box No. O APPLICANT 



Name and address: (Famify namefollowed by given name; for a legal entity, full official 
designation. The address must include postal code and name of country.) 

HbIOSISTEMA di Pier Luigi Sarapani_ 
Via Per Luco dei Marsi 
67051 AVEZZANO^Pi^v^of L'AQUILA) 

it; 



State (Le. country) of nationality: 
ITALY 



| | This person is also inventor. 



Telephone No. 



Facsimile No. 



Teleprinter No. 



State (Le. country) of residence: 
ITALY 



This person is applicant I — I all designated rv"l all designated Stares except i — i the Unhed States | ) the States indicated in 
fortheptirposcsof: 1 I States I * I the United States of America | | of America only | | t he Supple m ental Box 



Box No. m FURTHER APPLICANTS) AND/OR (FURTHER) DSVENTOR(S) 



Name and address: (F vnlh nametbttohpd by given name; for a legal entuy. AH official 
designation The address must include postal cade ar\d name of country.) 

POZZILLI Paplo 

Via Vallombrosa, 40 

00135 ROME - ITALY 


This person is: 
| | applicant only 

[x | applicant and inventor 

1 1 inventor only (If this checkbox 
' — 1 is marked do nor Jill in below.) 


State (i.e. country) of nationality: 
ITALY 


State (i.e. country) of residence: 
ITALY 



This person is applicant 
for the purposes of: 



□ all designated f~~\ all designated States except 
States I I the United Stairs of America 



the United States f ~~] the States indicated in 
I* I of America only I I the Supplemental Box 



| | Further applicants and/or (further) inventors are indicated on a continuation sheet- 



Box No. IV AGENT OR COMMON REPRESENTATIVE; OR ADDRESS FOR CORRESPONDENCE 



The person identified below is hereby/has been appointed to act on behalf 
of the applicants) before the competent International Authorities as: 



agent | | common representative 



Name and 



address: (Famihi name/Mowed by given name: for a legal entirv. Jufl officio, 
designation The address must include postal code and name of country. . 



ial 
J 



GERVASI Gemma 
c/o NOTARBART0L0 «r GERVASI 
Corso di Porta Vittoria, 9 
20122 MILAN - ITALY 



Telephone No. 



Facsimile No. 



Teleprinter No. 



Mart; wis check-bos where no agent or c mmon representative is/has been appointed and the space above is used instead to 

indicate a special address to which correspondence should be sent. 

FormPCT/RO/101 (first sheet) (5 July 1994: reprint July 1996) ~' See Notes to the request form 
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Box No.V DESIGNATION OF STATES 



The following designations arc hereby made under Rule -1.9(a) (mark the applicable check-bores: at teast one must be marxed): 
Regional Patent 

Q AP ARIPOPatcnt: KE Kenya, LS Lesotho, MWMaIawi,SDSudan,SZSwazi)and,UGUganda,andanyotherStatewhich 

is a Contracting State of tiic Harare Protocol and of the PCT 
flfl EA Eurasian Patent: AM Armenia, AZ Azerbaijan, BY Belarus, KG Kyrgyzstan, KZ Kazakstan, MD Republic of 

Mold va, RU Russian Federation, TJ Tajikistan, TM Turkmenistan, and any other State which is a Contracting State 

of the Eurasian Patent Convention and of the PCT 

Q EP European Patent: AT Austria, BE Belgium, CH and LI Switzerland and Liechtenstein, DE Germany, DK Denmark, 
ES Spain, FI Finland, FR France, GB United Kingdom, GR Greece, IE Ireland, IT Italy, LU Luxembourg, MC Monaco, 
NL Netherlands, PT Portugal, SE Sweden, and any other State which is a Contracting State of the European Patent 
Contention and of the PCT 

□3 OA OAP1 Patent: BF Burkina Faso, BJ Benin, CF Central African Republic, CG Congo, CI Cote dTvoirc, CM Cameroon, 
GA Gabon, GN Guinea, ML Mali, MR Mauritania, NE Niger, SN Senegal, TD Chad, TG Togo, and any other State 
which isamemberStateoFOAPIandaContraccingStateofthcPCT( r ^0//ierJ^^ 

on dotted tine) _ 

National Patent (if other kind of protection or treatment desired, specify on dotted line)'. 



Albania 



Austria 

Australia 

Azerbaijan 
Barbados 

Bulgaria 

Brazil 

Belarus 
Canada 

and LI Switzerland and Liechtenstein 

China 

Czech Republic 

Germany 

Denmark 

Estonia 

Spain 

Finland 

United Kingdom 

Georgia 

Hungary 

Israel 
Iceland 

Japan 

Kenya 

Kyrgyzstan 

Democratic People's Republic of Korea 



a 
a 
a 

(3 

a 

□ 
Q 
Q 
(3 

a 

Q 
Q 
H 
Q 
□ 



LV Latvia 

MD Republic of Moldova 

MG Madagascar 

MK The former Yugoslav Republic of Macedonia 

MN Mongolia 

MW Malawi 

MX Mexico 

NO Norway 

NZ New Zealand 

Poland 

Portugal 

Romania 

Russian Federation 

Sudan 
Sweden 
Singapore 

Slovenia 

Slovakia 

Tajikistan 

Turkmenistan 

Turkey 

TT Trinidad and Tobago 

TJA Ukraine 

Uganda 

United States of America 



PL 

PT 

RO 

RU 

$D 

SE 

SG 

SI 

SK 

TJ 

TM 

TR 



UG 
US 



uz 

VN 



Uzbekistan 
Vict Nam . 



Check-boxes reserved for designating States (for the purposes of 
a national patent) which have become party to the PCT after 
issuance of this sheet; 



Republic of Korea 

Kazakstan 

Sri Lanka 
Liberia 

Lesotho a BA- -Bosnia ■ and ■ Her zeg v-ina 

Lithuania [x| CU. .Cub.a 

Luxemburg [x] LC. .Saint. Lucia 



In addition to the designations made above, the applicant also makes under Rule 4.9(b) all designations which would be permitted 

under the PCT except the designation(s) of 

The applicant declares that those additional designations are subject to confirmation and that any designation which is not confirmed 
before the expiration of 1 S months from the priority date is to be regarded as withdrawn by the applicant at the expiration of that time 
limit. (Confirmation of a designation conshu of the filing of a notice specifying that obsignation and the payment of the designation and confirmation 
fees. Confirmation must reach the receiving Office within the IS-momh time limit) 



Form PCT/RO/101 (second sheet) (July 1996) 



See Notes to the request form 
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B 1N0.VI PRIORITY CLAIM 



The priority of the following earlier application's) is hereby claimed: 



Further priority claims arc indicated in the Su^plerrn'aJ 9ox | ] 



Country 
(in which, or for which, the 
application was filed) 



item (1) 



ITALY 



item (2) 



item (3) 



Filing Date 
(day/month/year) 



27th, December 1995 



(J. 7. 12.95) 



Application No. 



RM95A000850 



Office of filing 
(only for regional or 
international application) 



a^i^of^*^ 

The receiving Office is hereby requested to prepare and transmit to the International 
Bureau a certified copy of the earlier application's) identified above as item(s) : 



□ 



Box No. VII INTERNATIONAL SEARCHING AUTHORITY 



Choice of International Searching Authority (ISA) (If two or man International Searching Authorities 

arc competent to carry out the International scarzh. indicate the Authority chosen: Ike two-letter code nay be used): ISA I— 



V*TbeTse*TtbFmmw^asa^(tnternalto^ 

autorrequcstedand theAuthorttyunowreqiuxiedto base the intemmonalsearch, to the extent passible, an the results of that earlier search. Identify 
such search or request either by ntferenee to the relevant application (or the translation thereof) or by reference to the search request. 
Country (or regional Office): Date (day/monthfyear); ■ Number: 



Box No. VTJI CHECK LIST 



This international application contains 
the following number of sheets: 

1- request : 3 sheets 

2. description sheets 

3. claims : 4 sheets 

4. abstract : 1 sheets 

5. drawings 2 sheets 



Total 



sheets 



Thi s international application is accompanied by the item(s) marked below: 
1, r - J separate signed 
I I power of attorney 

2_ j — J copy of general 



power of attorney 

3_ r - 1 statement explaining 
I I lack of signature 



5- [^j fee calculation sheet 

g I 1 separate indications concerning 

I I deposited microorganisms 

■j pfj nucleotide and/or amino acid 



.._„.. ^ 

sequence listing (diskette) staT£>j 3^7- 

4 I I Pri° ri, y document's) o 1 1 .. , . - . 

I I identified in Box So. VI °- other tsptetfyf: accompanying 

asitem(s); letter 



Figure No. _ 



of the drawings (if any) should accompany the abstract when it is published. 



Box No. DC SIGNATURE OF APPLICANT OR AGENT 

Naitoeachsignature.indu^uvr^efthepc^ 



Milan, Italy , December 20, 1996 




GERVASI^CfcJi 



mm a 



I. 


%5^JSS&?* fa? *° d 27 DEC 1936 . / 27, V.9s\ 


2. Drawings: 


3. 


Corrected date of actual receipt due to later but 
timely received papers or drawings completing 
the purported international application: 




received: 


4. 


Date of timely receipt of the required 
corrections under PCT Article 1 1(2): 




1 | not received: 


5. 


International Searching Authority Tc A , 
specified by the applicant: lo A / 


6. Transmittal of search copy delaved 
Jfc^J until search fee is paid 





Date of receipt of the record copy 
by the International Bureau: 



For International Bureau use only 

0 H FE8RUA?/ 1397 



F rm PCT/RO/101 (last sheet) (January 1994: reprint July 1996) 



See Notes to the request Jortn 
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PCT/EP96/05846 



PATENT qboPERAtjON TR -ZZ^Zr' 



From trie INTERNATIONAL BUREAU 



-PCT • • 

NOTIFICATION CONCERNING .? : 
DOCUMENT TRANSMITTED , ; . 


To:.- ' • . ' • ■ 

• 1 ' •' • ••- A /„ • • • ' -•"? ,! 

: , AuVBR-CA,CN.C3^DE,EP < GB,iL r JP;'; ■" ;• ,|. • .C: 
J KP'KR NO IMZ PL RO RU SIC US • • ' V & ' •••:$'<■•' 

•', V t ' * -m 3 ' i' l' ■* '•'"i ' ' • - .*.' '• s 1 'i* ' / .'" V'i • 
V i.,- i!/- • V.V.V.'.. ;.",<- V.-; • ■■r'-,., r'H'v;*. .-.''r?/ " J\ 

; >. ' ■' •>: ' ' •,' :f,\' ea"pacity;as. elected .Offiea .* -_ :•; £>_ii- 


Date of mailing (day/month/y oar) V' ..,-' : .^'•■•> l . 
- 17 April. 1998 (17.04.98) •" '■: ! ^}\?'£fitf i f r 


. International application No. ""i 

;' "; PCT/EP96/05846 \\. ■; . ■"{•r^!^?^^- \ ■ ■ 


International tiling date (day/mbmh/y'aar) _\ 4 f"yfhi'-i >• 


ApphW :[ ..... • •v.y^/v;.>v ;! ;->^ 

' MIDIA LIMITED etal ' .. • ' ^■^•f^^i^ 



t . f . \ 



■f ' 




v ■•-i r .-c , «.' : ? . V ?■>■'' 1'.- 



m 



'^1 



i 

•iiM 



: »'i'.-f 



•"'i 
■ -J 





The International Buraau of WIP 
3d. chemin des Colombertes 
1211 Geneva 20. Switzerland 

Facsimile No.: (41-22) 740.1 d.35 


Aurhorized officer 

Christelle Croci 

Telephone No.: (d1 -22) 338.83.38 



Form PCT/IB/310 (July 1982) 



00199256B 
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PATENT COOPERATION TREAT"* 1 

1 Pro r 1 h APR 1S98 

PCT 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
BSS.001 


rAo n nTucn Sec Notification of Transmittal of International 

FOR FwRTHER ACTION p,eliminary Examination Report [Form PCT/IPEA/416) 


International application No. 
PCT/ EP 96/ 05846 


International filing date (day /month/year) 
27/12/1996 


Priority dale ( day imonth 1)1 ear) 


International Patent Classification (IPC) or national classification And IPC 

C07K14/47 


Applicant 
MIDIA LIMITED et al. 



1. This international preliminary examination report has been prepared by this IntemaUonal Preliminary Examining 
Authority and is transmitted to the applicant according co Article 36. 



2. 



sheets, including this cover sheet. 



This REPORT consists or a total of ; 

] This report is also accompanied by ANNliXF.S. i.e., sheets or the description, claims and/or drawings which have 
been amended and arc the basis for this report, and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

3 



These annexes consists of a total of . 



sheets. 



This report contains indications and corresponding pages relating to the following items: 

I [X] Basis of the report 
tl Priority 

III | | Non-eslablishmcnt of opinion with regard Lo noi/cky, inventive step and industrial applicability 

IV Q^j Lack of unity of invention 

V [^] Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

V| [X] Certain documents cited 

VII Certain defects in the international application 
VIII Certain observations on the international application 



Date or submission of the demand 
16/07/1997 


Date of completion of this report 


N Name and mailing address of the IPEA 

5»l European Patent OlticB. P.B. SB1B PatenHaan a 
Ml NL-2280 HV RijSwiJK • Netherlands 
i£Ul Tel.: (.31-70) aaMnan. Tx.ai esi ape nl. 
*•*!„ Fai:(*3l.70)3<iM016 


AuthorizedfiEf^r^^---^/ 7 
Telephone No. C H C -S f u. i £ e 


) 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



Internal! nal application No. 
PCT/EP96/05846 



I. Basis of the report 

1 TWs report has been drawn up on the basis of (Replacement sheets which have been furnished to the receiving Office in response to an 
invitation Under Article U are referred to in this report as 'originally Hied" and are not annexed to the report since they do not contain 
amendments.) 

□ the international application as originally tiled 



El the description, pages 



pages 



1-17 



. as originally filed 
, filed with the demand 
, filed with the letter of 



fg] (he claims, Nos. 

Nos. 
Nos. 
Nos. 



1-15 



, as originally filed 

, as amended under Article 19 

, filed w|rh the demand 

, filed with the letter of 



January 7, 
1998 



Ixl the drawings, sheets /fig, 
sheas / fig. 
sheets / ng. 



1/2 to 2/2 



, as originally filed 
, filed with the demand 
, filed with the latter of 



2. The amendments have resulted In the cancellation of: 

□ the description, pages: 

□ the claims, Nog. 

□ the drawings, shees / fig. 



3. □ This report has been established as if (some of) Ihe amendments had not been made, since they have been considered to go 
beyond the disclosure as filed (Rule 70.2 (o)). 



a. Additional observations, if necessary: 



Form PCT71PBA/40BWP (Box I) (Januiry 19*4) sturtl 1 
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International application No. 


INTERNATIONAL PRELIMINARY EXAMINATION REPORT 


PCT/EP96/05B46 


V. Reasoned statement under Article 35(2) with regard to n velty, inventive step or industrial applicability; citations 
and explanations supporting such statemeht 


1. Statement 

Novelty Cairns 1-9, 11-17 

Claims 1 0 


YES 
NO 


Inventive Step Ctoms 1-9, 1 1 - 1 7 

Claims 10 


YES 
NO 


Industrial Applicability Claims 1-17 

Claims 


YES 
NO 



2. Cl&Sons and Explanations 

Claims 1-9 and 11-17 cover new matter and are therefore admissible under Art. 33(1) PCT. In 
fact no milk or milk-derived product has been proposed for prevention of insulin-dependent 
diabetes (IDD). Instead it is considered that the wording of claim 10 is insufficient to distinguish 
its subject matter from the prior art. Therefore claim 10 is objectionable under Art. 33(2) PCT. 
In consideration of the disclosure 1 to 6, the objective problem underlying the present applica- 
tion is considered to reside in the provision of alternative products useful in the prevention of 
IDD. The applicant has submitted no proof that milk derivatives lacking determined beta-casein 
sequences can be useful in the prevention of IDD; however this assumption can be held as 
tenable in consideration of the document Lancet 348, pages 926-928 (1996). 
Even though the prior art mentions milk derivatives depleted in B-casein, no hint is provided 
about a relation of this protein or some of its specific subsequence with IDD. 
Therefore claims 1-9, 11-17 can be considered to possess an inventive step under Art. 33(3) 
PCT. 

Claims 1-17 are provided with industrial applicability under Art. 33(4) PCT. 



Form PCT/I PEA/409 (Box V) (Jamwy 1W) 1 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/EP96/0584B 



VI. Certain documents cited 



1 . Certain published documents (Rids 70.1 0) 

Application no. Publication date 

Patent No. (day/month/year) 

WO-A-9636239 (McLachlan) 21 -1 1 -1 996 

WO-A-961 4577 (The National 1 7-5-1 996 

Child Research Foundation et 

al.) 



Filing date 
(day/month/year) 

9-5-1996 

3-11-1995 



Priority date 
(valid claim) 
(day/month/year) 



16-5-1995 
4-11-1994 



Non-written disclosures (Rids 70.9) 



Kind ot no n- written disclosure 



Date of 
non-written disclosure 
(day/morrthfyear) 



Date of written disclosure referring to 
non- written disclosure 
(day/monthfyear) 



Form PCT/lPEArt09 (Box VI) (January 1994) stwr 1 
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International application No. 


INTERNATIONAL PRELIMINARY EXAMINATION REPORT 


PCT/EP96/05846 



Vlll. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or en the question whether the claims are fully supported by 
Mb description, are made: 

Claim 10, containing a reference to milk enriched in S-casein for use in prevention of IDD, is 
considered to be contradictory with the other claims. In fact the starting point of the present 
application is the provision of alternative dietary products for prevention of IDD; this disease 
has been demonstrated to be related to B-casein or to some of its sequences. Claim 1 0, in its 
present form, covers also product enriched in unmodified B-casein, which cannot therefore be 
used for the above purpose. 



Form PCT/IPSAM09 (Box Vlll) (January 1 99A) sheet 1 
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CLAIMS 

1- Dietary or pharmaceutical products derived from milk, or milk 
itself, to be used in diets for the prevention of insulin-dependent 
diabetes substantially free of non-human beta casein. 

2. Dietary or pharmaceutical products derived from milk or milk 
itself, to be used in diets for the prevention of insulin-dependent 
diabetes, substantially free of beta casein from non-human mammals 
resulting immunogenic in view of molecular mimicry with the GLUT 2 
protein - 

3 . Dietary or pharmaceutical products derived from milk, or milk 
itself, to be used in diets for the prevention of insulin-dependent 
diabetes, substantially free of beta casein from non-human mammals 
resulting immunogenic due to molecular mimicry with the protein GLUT2 
and to which non- immunogenic beta caseins selected among the animal, 
vegetable and/or synthetic ones and mixtures thereof have been added. 

4. Dietary or pharmaceutical products derived from milk, or milk 
itself, to be used in diets for the prevention of insulin-dependent 
diabetes, substantially free of caseins comprising the sequence: Pro- 
Gly-Pro-Ile-His (SEQ ID KO:l) or Pro -Gly- Pro -lie -Pro (SEQ ID N0:2) or 
the sequences comprising them: Ser-Leu-Val-Tyr-Pro-Phe-Pro-Gly-Pro- 
Ile-His-Asn (SEQ ID NO:3) or Ser-Leu-Val - Tyr-Pro-Phe- Pro-Gly-Pro- Ile- 
Pro-Asn (SEQ ID MO: 4) . 

5 - Dietary or pharmaceutical products derived from milk, or milk 
itself, to be used in diets for the prevention of insulin-dependent 
diabetes comprising caseins which do not present the sequence: Pro- 
Gly- Pro -lie -His (SEQ ID NO-'l) or Pro-Gly-Pro-Ile-Pro (SEQ ID ND.-2) . 
said caseins being selected among those in which: 



AMENDED SHEET 
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- BOine or all of the amino acids in the said sequences are modified; 

- the said sequences are removed; 

- the 6aid sequences are substituted by the homologous sequence in 
human beta casein and related mixtures . 

6. Dietary or pharmaceutical products derived from milk, or milk 
itself, to be used in diets for the prevention of insulin -dependent 
diabetes comprising caseins presenting the sequence Val-Glu- Pro-lie- 
Pro (SEQ ID MO:5) or a longer sequence comprising it: Ser-Leu-«al-Tyr- 
Pro-Phe-Val-Glu-Pro-Ile-Pro-Tyr (SEQ ID HO: 6) . 

7. Product according to claims 1-6 and integrated with vegetable, 
animal and/or synthetic beta caseins with peptides derived from the 
hydrolysis of animal, vegetable and/or synthetic proteins lacking the 
sequence Pro-Gly-Pro-Ile-His (SEQ ID NOil) or Pro-Gly-Pro-Ile-Fro (SEQ 
ID NO: 2) and mixtures thereof. 

8. Dietary or pharmaceutical products derived from milk, or milk 
itself, to be used in diets for the prevention of insulin-dependent 
diabetes comprising caseins in which beta casein is lacking the amino 
acid sequence Gly-Pro-Ile-His (SEQ ID NO: 7) or Gly-Pro-Ile-Pro (SEQ ID 
NO;B) because it has been produced by animal species genetically not 
producing proteins with such a sequence . 

9. Milk naturally lacking beta casein, produced by genetically 
modified animals , to be used in diets for the prevention of insulin- 
dependent diabeteB- 

10. Milk containing human beta casein obtained from genetically 
manipulated microorganisms or animals, to be used in diets for the 
prevention of insulin- dependent diabetes . 

11. Process to obtain a dietary product according to claim 5 in which 

AMENDED SHEET 
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the amino acid, sequences are modified via application of techniques 
such as genetic engineering and biological cross-selection. 

12. Use of beta casein or peptide fragments not demonstrating 
molecular mimicry with the protein GLTJT2 for the preparation of 
dietary or pharmaceutical products for the prevention of insulin- 
dependent diabetes. 

13 . Use of beta casein or peptide fragments according to claim 12 for 
preparing a food dietary or pharmaceutical produce for the prevention 
of insulin-dependenc diabetes . 

14. Use of caseins according to any of the claims 5-8 for preparing a 
food dietary or pharmaceutical product for Che prevention of insulin- 
dependent diabetes. 

15- Use of milk according to claims 9-10 for preparing a food dietary 
or pharmaceutical product for Che prevention of insulin- dependent 
diabetes . 
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